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Docke$ Number 98N -121S

Dear Sir or Madam,

Ontario Exports Inc. is the lead trade agency for the Government of (Mario. As such, its mandate is to
increase Ontario’s share of the global export market by expmding the number of small and medium-sized
businesses exporting. The benefits to Ontarioaresubstantial, not only in tetms of increased employment and
the resulting tax revenues it generates, but also in terms of Ontario’s overall eoonornic growth.

As the Area Director, US Healthcare, I have receivad substantial mail and numerous telephone calls from
many ofrny clients - primarily small and medium sized enterprises. All have expressed concern over the
proposed FDA Forti~ Establishment and Listing amendment, It should be noted that a number of Ontario
firms export their medical products to the United States,

The ovenvhelming response &em Ontario manufacturers has been as follows:

1. Dcvicc Listing – This is not seen to be a significant issue primarily due to the fact that much of this is
already eaptu.red in the Pre-Market Approval process.

2. Foreign Establishment Registration - This too is not considered an onerous requirement for foreign
firms to register with the US ~A. Many countries require a similar registration, inch.ding ~eakh
Canada,
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3. Designated Agent - Ovomdmlming, this proposal was seen to be an unreasonable bmrier to trade
between Canada and tic United States. h this age of globalization, the proximity of Canada to the
United States and the reciprocal relationship between the regulatory qyzwies make the requirement
fm a US agent both unnecessary, costly and counterproduotivc. There exists akeady an cxeelkmt
commm-cation track rceord between the FDA and Canadian tnarwfaeturem. The impkznentation of a
US agent is viewed as having no value add, rather, it is perceived that the introduction of a third party
could, in fimt, lead to delays and misinformation.

Given the litigious nature of the US healthcare market, the financial burden fbr srmdl manufacturers
to him an agent is considerable, It can safely be assumed that any agent acting on behalf of a
company would likely charge a substantial] fm for serviee. It is also doubtfid that firms wouk! want to
designate their existing distributor for this task, given ccmfidentisZity issues. And customs brokers
and other types of serviec oriented firms would alscI be loath to take cm this responsl%ility.

It should be noted that Canada currently has no reciprocal rcqirernent for a desjgmted agent- This
creates an ~ftir and urJeven playing field ss it relatm to cm.~i~ companies enmpeting equally with
US rnanui%cturers - whaher in Cgn@a or in the IJnited i%atcs, I can assure you that should the US
designated agent requirement be implemented, the Canadian gmwmment will be hard pressed not to
enact similar requirements as a result of the heavy lobbying that industry associations and their
members will organize. I am sure tit US trade associations would be quite reluctant to see similar
burdens placti upon their members.

In closing, I strongly believe that this proposal is contrary to tic philosophy and intent of NAFTA.
There exists already an dlbctive channel of eormnunication between Canadian manufacturers and the
FDA- There is no bmefit that I em aware of to enforec the establishment of a US designated agent. I
hope that you will reoonsidcr its implementation as it relates to Canadian manufacturers,

I trust that these comments will be viewed seriously and await your decision.

Sincerely,

Debbie Walker
Area Director
US Hcaltlwarc

cc Ms M@ Maltiemn, Canadian Embassy, Washington
Mr. Christian Dube, AOMM

Ontiwla Expo?la Inc, is the Iend trade agency of WIEGovernment of Ontario, COnada
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